INTRODUCTION
The potency of hepatitis B (HB) vaccine has been determined from the antibody response of experimental animals to injection of the vaccine . Guinea pigs, mice, monkeys and chimpanzees have been used for the test (1) . Among these animals, the antibody response to a low dose of HB vaccine was rapid in guinea pigs but slow in mice as in humans (2) .
The parallel line assay method was employed to improve the accuracy of the potency test in guinea pigs by Takahashi et al . (3) . Since then, this method has been used in Japan . It is sometimes difficult, however, to obtain sufficient homogeneous guinea pigs. We, therefore , tried to use mice and established a satisfactory potency test using mice of an inbred strain , BALB/c. This paper discribes adequate conditions for the test , the use of the reference vaccine and the potency limit required for HB vaccine.
MATERIALS AND METHODS

Animals:
Mice of NIH (general purpose colony: gpc) , ddY and C57BL/J strains were obtained from Department of Veterinary Science , National Institute of Health. Th ose of BALB/c, ddY and C3H/He strains were purchased from a commercial b reeder (Shi zuoka Agricultural Cooperative Association for Laboratory Animals , Hamamatsu, Shizuoka) . Those of C57BL/J, BALB/c and C3H/He strains were inbred; those of NIH (gpc) and ddY strains were outbred. H B vaccine: Precipitated HB vaccines of lots A through D were obtain ed from Vaccine m akers.
High antibody response of human volunteers to these lots h as been confir med (4, 5) .
Each vaccine contained 40 ug per ml of HB surface (HBs) antigen purified from a human carrier plasma pool , inactivated by heating at 60 C for 10 hr and by the formalin treatment (formalin 1:2,000, at 37 C for 4 days), followed by precipitation with aluminum hydroxide gel (0.3 mg Al per ml), as described by Takahashi et al. (3) .
A reference vaccine was prepared in the same way from a carrier plasma pool and stored at 4 C. The potency of lot A HB vaccine was compared with that of the reference vaccine (lot RC) in 4, 5 and 6 weeks after immunization (Fig. 3) . This indicates that an immunization period of 5 or 6 weeks is preferable to 4 weeks .
Potency tests of HB Vaccines
The potencies of four lots of HB vaccine (lots A, B , C and D) relative to that of the reference vaccine were compared 5 and 6 weeks after immunization (Table II) . 
